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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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Status 

1 )^ Responsive to communication(s) filed on 1 1 March 2008 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 
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DETAILED ACTION 

Claims 1-11 are pending in tliis application. 

Action Summary 

The rejection of claims 1-11 under 35 U.S.C. 103(a) as being unpatentable over 
Katz et al. in view of Goodman and Oilman's is hereby withdrawn in view of applicants 
arguments. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which It Is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the Inventor of carrying out his Invention. 

Claims 1-11 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. Applicant has not enabled one of ordinary skill in the art to topically apply an 
anesthetic to treat neuropathically-induced negative sensory phenomena (i.e. 
numbness). 

The factors to be considered in determining whether a disclosure meets the 
enablement requirement of 35 U.S.C. 1 12 first paragraph, the following factors must be 
considered (In re Wands, 8 USPQ2d 1400, 1404 (CaAFC,1988)). 
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Among these factors are: (1) the nature of the invention; (2) the state of the prior 
art; (3) the relative skill of those in the art; (4) the predictability or unpredictability of the 
art; (5) the breadth of the claims; (6) that amount of direction or guidance presented; (7) 
the presence or absence of working examples; and (8) the quantity of experimentation 
necessary. When the above factors are weighed, it is the examiner's position that one 
skilled in the art could not practice the invention without undue experimentation. 

(1) The nature of the invention: 

The invention is directed to a method of treating neuropathically-induced 
negative sensory phenomena (i.e. numbness) comprising applying an anesthetic 
topically to the skin. 

(2) The state if the prior art: 

The state of the prior art with respect to treating neuropathically-induced 
negative sensory phenomena (i.e. numbness) comprising applying an anesthetic 
topically to the skin is not known. It is widely known, however, in the prior art that the 
benzoic acid derivative anesthetics are used as local anesthetics (Goodman and 
Oilman's The Pharmacological Basis of Therapeutics, pgs. 311-321). Furthermore, 
Archer et al. (US 5,976,547) disclose that lidocaine is applied topically to areas affected 
by pain and may provide local relief (col. 3, lines 16-21). There is no disclosure in the 
art to teach using benzoic acid derivatives to treat numbness. 
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(4) The predictability or unpredictability of the art: 

The art pertaining to treating neuropathically-induced negative sensory 
phenomena (i.e. numbness) is highly unpredictable. It has not been shown in the art 
that benzoic acid derivatives can be used to treat numbness. 

(5) The breadth of the claims: 

The claims are broad with respect to anesthetics that can be applied 

topically. 

(6) The amount of direction or guidance presented: 

The specification does not provide guidance to the skill artisan as to use a 
local anesthetic (which causes numbness) to treat neuropathically-induced negative 
sensory phenomena (i.e. numbness). The specification discloses that lidocaine can be 
used to reduce neuropathically-induced negative sensory phenomena (i.e. numbness). 
The specification does not disclose how (i.e. the mode of action) a local anesthetic can 
be used to treat neuropathically-induced negative sensory phenomena (i.e. numbness). 



Conclusion 

Claims 1-11 are rejected. 
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Telephone Inquiries 

Any inquiry concerning this communication or earlier communications from tine 
examiner should be directed to Konata M. George, whose telephone number is 571- 

272- 0613. The examiner can normally be reached from 8:00AM to 6:30PM Monday to 

Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann R. Richter, can be reached at 571-272-0646. The fax phone 
numbers for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.Qov . Should 
you have question on access to the Private Pair system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Konata M. George 
Patent Examiner 
Art Unit 1616 

/Johann R. Richter/ 

Supervisory Patent Examiner, Art Unit 1616 



